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DETAILED ACTION 
Election/Restrictions 

1 . Applicant’s election without traverse of group I, claims 2-11, 22, 26 and 27, in the reply 
filed on 11-5-07 is acknowledged. 

2. Claims 12-21 and 23-25 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b) as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on 1 1-5-07. 

Applicants’ preliminary amendment filed on 2-2-04 has been entered. Claim 1 has been 
canceled. Claims 2-27 have been added. The abstract filed on 6-3-05 has been entered. 

Specification 

This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 CFR 1 .821(a)(1) and (a)(2). However, 
this application fails to comply with the requirements of 37 CFR 1.821 through 1.825 because 
there is no sequence identifier for the nucleotide sequence in Figures 29-35 and 37 or in the 
“BRIEF DESCRIPTION OF THE DRAWINGS”. Each nucleotide sequence is required to have 
a sequence identifier. Appropriate correction is required. . 

Information Disclosure Statement 

3. The information disclosure statement (IDS) submitted on 2-17-04, 5-24-04 and 7-29-04 
were filed before the mailing of restriction requirement on 9-4-07. The submission is in 
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compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

Claim Objections 

4. Claim 2 is objected to because of the following informalities: the term 
“vectorcomprising” in claim 2 appears to be a typographical error. Appropriate correction is 
required. 

5. Claim 1 1 is objected to under 37 CFR 1 .75(c), as being of improper dependent form for 
failing to further limit the subject matter of a previous claim. Applicant is required to cancel the 
claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or rewrite the 
claim(s) in independent form. Claim 1 1 depends from claim 4. The eukaryotic cell in claim 4 is 
in vitro, which is considered “isolated”. Therefore, claim 1 1 fails to further limit the subject 
matter of claim 4. 

Claim Rejections - 35 USC § 112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

7. Claims 2-1 1, 22, 26 and 27 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The phrase “the selectable marker and/or the unpaired splice donor” in claims 2, 3 and 



22 is vague and renders the claims indefinite. It is unclear what is intended in the claims. 
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Changing the phrase to “the selectable marker or the unpaired splice donor or both” would be 
remedial. 



Claim Rejections - 35 USC § 112 

8. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

9. Claims 2-1 1 , 22, 26 and 27 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for generating a fusion transcript by non-homologous 
integration into the genome of an eukaryotic cell via splicing of a splice donor into a splice 
acceptor, does not reasonably provide enablement for generating a fusion transcript by non- 
homologous integration into the genome of an eukaryotic cell without splicing of a splice donor . 
into a splice acceptor. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention 
commensurate in scope with these claims. 

Claims 

While determining whether a specification is enabling, one considered whether the 
claimed invention provides sufficient guidance to make and use the claimed invention, if not, 
whether an artisan would have required undue experimentation to make and use the claimed 
invention and whether working examples have been provided. When determining whether a 
specification meets the enablement requirement, some of the factors that need to be analyzed are: 
the breadth of the claims, the nature of the invention, the state of the prior art, the level of one of 
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ordinary skill, the level of predictability in the art, the amount of direction provided by the 
inventor, the existence of working examples, and whether the quantity of any necessary 
experimentation to make or use the invention based on the content of the disclosure is “undue” 
(In re Wands, 858 F.2d at 737, 8 USPQ2d 1400, 1404 (Fed. Cir.1988)). 

Furthermore, the USPTO does not have laboratory facilities to test if an invention with 
function as claimed when working examples are not disclosed in the specification, therefore, 
enablement issues are raises and discussed based on the state of knowledge pertinent to an art at 
the time of the invention, therefore skepticism raised in the enablement rejections are those 
raised in the art by artisans of expertise. 

Claims 2-11, 22, 26 and 27 are directed to a eukaryotic cell in vitro comprising a vector 
comprising (i) a first promoter operably linked to a nucleotide sequence encoding a selectable 
marker but lacks a functional polyadenylation signal, and (ii) a second promoter operably linked 
to an unpaired splice donor, wherein said vector non-homologously integrated into the genome 
of said eukaryotic cell to generate a fusion transcript comprising the nucleotide sequence 
encoding the selectable marker and/or the splice donor and one or more exons of an endogenous 
gene under the control of the first or second promoter, and said endogenous sequence is 
translated, said vector, and a library of said eukaryotic cells in vitro. Claims 4-11 specify the 
eukaryotic cells is an animal cell, a mammalian cell, an insect cell, an avian cell, an annelid cell, 
a fish cell, a human cell, a plant cell, a fungal cell, and a yeast cell etc. 

The claims encompass generating a fusion transcript comprising the nucleotide sequence 
encoding the selectable marker or the splice donor or both said nucleotide sequence and said 
splice donor, each with one or more exons of an endogenous gene by non-homologous 
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integration of a vector into the genome of a eukaryotic cell, and said fusion transcript is 
translated. The specification fails to provide adequate guidance and evidence for how to 
generate a fusion transcript comprising a nucleotide sequence encoding a selectable marker and 
one or more exons of an endogenous gene in the genome of a eukaryotic cell by non-homologous 
integration of a vector into said genome without the use of splice donor and splice acceptor. It 
was known in the art that retroviral DNA can integrate into genome of a cell non-homologously. 
Daniel etal., 2004 (Journal of Virology, Vol. 78, No. 16, p. 8573-8581) reports that cellular 
DNA repair system plays a role in completion of the retroviral DNA integration process. 

Cellular proteins involved in the non-homologous end joining (NHEJ) pathway, such as DNA- 
PKcs, Xrcc4 and ligase IV, are required for completion of the retroviral DNA integration process 
(e.g. abstract). However, the state of the art shows that a vector other than retroviral vector 
cannot non-homologously integrate into a genome of a eukaryotic cell without the presence of a 
splice donor and a splice acceptor. For example, a plasmid vector cannot non-homologously 
integrate into a genome of a eukaryotic cell without the presence of a splice donor and a splice 
acceptor. Even the retroviral vector requires the presence of cellular proteins involved in the 
NHEJ pathways for non-homologous integration into genome. Absent specific guidance and 
evidence, one skilled in the art at the time of the invention would not know how to generate a 
fusion transcript comprising a nucleotide sequence encoding a selectable marker and one or more 
exons of an endogenous gene in the genome of a eukaryotic cell by non-homologous integration 
of a vector into said genome without the use of splice donor and splice acceptor. 

For the reasons set forth above, one skilled in the art at the time of the invention would 
have to engage in undue experimentation to practice over the full scope of the invention claimed. 




Application/Control Number: 

10/635,818 

Art Unit: 1632 



Page 7 



This is particularly true based upon the nature of the claimed invention, the state of the art, the 
unpredictability found in the art, the teaching and working examples provided, the level of skill 
which is high, the amount of experimentation required, and the breadth of the claims. 



Double Patenting 

10. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the “right to exclude” granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

1 1 . Claims 2-11 and 22 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 7-9, 1 1 and 12 of U.S. Patent No. 7,033,782 (‘782). 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because although drawn to different scope, they encompass the same invention and obvious 



variants thereof. 
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Claims 2-1 1 and 22 of the instant invention are directed to a eukaryotic cell in vitro 
comprising a vector comprising (i) a first promoter operably linked to a nucleotide sequence 
encoding a selectable marker but lacks a functional polyadenylation signal, and (ii) a second 
promoter operably linked to an unpaired splice donor, wherein said vector non-homologously 
integrated into the genome of said eukaryotic cell to generate a fusion transcript comprising the 
nucleotide sequence encoding the selectable marker and/or the splice donor and one or more 
exons of an endogenous gene under the control of the first or second promoter, and said 
endogenous sequence is translated, and a library of said eukaryotic cells in vitro. Claims 4-1 1 
specify the eukaryotic cells is an animal cell, a mammalian cell, an insect cell, an avian cell, an 
annelid cell, a fish cell, a human cell, a plant cell, a fungal cell, and a yeast cell etc. 

Claims 7-9, 11 and 12 of '782 are directed to a purified eukaryotic cell expressing a 
protein, the genome of said cell comprising a genetically engineered vector comprising a 
transcriptional regulatory sequence operably linked to a splice donor sequence and said 
regulatory sequence is operably linked to an endogenous gene encoding said protein, the splice 
donor sequence being spliced to a splice acceptor sequence in said gene, and the genetically 
engineered vector is inserted into said gene non-homologously. Claim 8 specifies the vector 
additionally contains an amplifiable marker. 

The eukaryotic cell of the instant invention encompasses eukaryotic cells producing 
fusion transcript comprising a nucleotide sequence encoding a selectable marker or a splice . 
donor under the control of a promoter or both said nucleotide sequence and said splice donor, 
each with one or more exons of an endogenous gene by non-homologous integration of a vector 
into the genome of a eukaryotic cell. The eukaryotic cell in ‘782 encompasses those eukaryotic 
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cells recited in the instant invention. Although ‘782 does not specifically mention a selectable 
marker, however, claim 8 specifies the vector contains an amplifiable marker, which can be 
interpreted as a selectable marker. Further, it would be obvious for one of ordinary skill in the 
art to add a selectable marker in the claimed vector because it is general practice to use a 
selectable marker to identify a transfected cell from non-transfected cell. A transcriptional 
regulatory sequence encompasses a promoter sequence. Preparation of the claimed purified 
eukaryotic cell of ‘782 would produce a library of said eukaryotic cell. Thus, claims 2-1 1 and 22 
would be obvious to one of ordinary skill in the art at the time of the invention in view of claims 
7-9, 11 and 12 of ‘782. 

♦ i 

12. Claims 2-1 1 and 22 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claim 10 of U.S. Patent No. 6,740,503 (‘503). Although the 
conflicting claims are not identical, they are not patentably distinct from each other because 
although drawn to different scope, they encompass the same invention and obvious variants 
thereof. 

Claims 2-11 and 22 of the instant invention are directed to a eukaryotic celHn vitro 
comprising a vector comprising (i) a first promoter operably linked to a nucleotide sequence 
encoding a selectable marker but lacks a functional polyadenylation signal, and (ii) a second 
promoter operably linked to an unpaired splice donor, wherein said vector non-homologously 
integrated into the genome of said eukaryotic cell to generate a fusion transcript comprising the 
nucleotide sequence encoding the selectable marker and/or the splice donor and one or more 
exons of an endogenous gene under the control of the first or second promoter, and said 
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endogenous sequence is translated, and a library of said eukaryotic cells in vitro. Claims 4-11 
specify the eukaryotic cells is an animal cell, a mammalian cell, an insect cell, an avian cell, an 
annelid cell, a fish cell, a human cell, a plant cell, a fungal cell, and a yeast cell etc. 

Claim 10 of '503 is directed to a host cell comprising a vector comprising (a) a promoter 
operably linked to an exon and a splice donor site at the 3’ end of the exon, (b) one or more 
selectable markers which lacks a polyadenylation signal, (c) one or more viral origins of 
replication, and (d) a genomic DNA fragment, wherein said promoter, exon and splice donor are 
operably linked to a gene or portion thereof in said genomic DNA fragment, wherein said exon 
and/or protmoer is heterologous to said gene or portion thereof in said genomic DNA fragment, 
and the splice donor is spliced to a splice acceptor on the genomic DNA fragment to produce a 
transcript, which is translated. 

The eukaryotic cell of the instant invention encompasses eukaryotic cells producing 
fusion transcript comprising a nucleotide sequence encoding a selectable marker or a splice 
.donor under the control of a promoter or both said nucleotide sequence and said splice donor, 
each with one or more exons of an endogenous gene by non-homologous integration of a vector 
into the genome of a eukaryotic cell. The host cell in ‘503 encompasses those eukaryotic cells 
recited in the instant invention. Preparation of the claimed host cell of ‘503 would produce a 
library of the eukaryotic cell of the instant invention. Thus, claims 2-1 1 and 22 would be 
obvious to one of ordinary skill in the art at the time of the invention in view of claim 10 of '503. 

1 3 . Claims 2- 1 1 , 22, 26 and 27 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1, 3, 4, 11, 13, 19 and 20 of U.S. Patent No. 
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6,623,958 (‘958, IDS). Although the conflicting claims are not identical, they are not patentably 
distinct from each other because although drawn to different scope, they encompass the same 
invention and obvious variants thereof. 

Claims 2-11, 22, 26 and 27 of the instant invention are directed to a eukaryotic cell in 
vitro comprising a vector comprising (i) a first promoter operably linked to a nucleotide 
sequence encoding a selectable marker but lacks a functional polyadenylation signal, and (ii) a 
second promoter operably linked to an unpaired splice donor, wherein said vector non- 
homologously integrated into the genome of said eukaryotic cell to generate a fusion transcript 
comprising the nucleotide sequence encoding the selectable marker and/or the splice donor and 
one or more exons of an endogenous gene under the control of the first or second promoter, and 
said endogenous sequence is translated, said vectors, and a library of said eukaryotic cells in 
vitro. Claims 4-1 1 specify the eukaryotic cells is an animal cell, a mammalian cell, an insect 
cell, an avian cell, an annelid cell, a fish cell, a human cell, a plant cell, a fungal cell, and a yeast 
cell etc. 

Claims 1,3, 4, 11, 13, 19 and 20 of ‘958 are directed to a vector comprising a first 
promoter, a Sequence encoding a positive selectable marker, a sequence encoding a negative 
selectable marker, and an unpaired splice donor site, wherein when said vector is integrated into 
a genome of a eukaryotic cell, the splice donor is spliced to a splice acceptor in the host cell 
genome and said positive selectable marker is expressed in active form and said negative 
selectable marker is not expressed or is expressed in inactive form, a eukaryotic host cell in vitro 
comprising said vector, and a library of eukaryotic host cells in vitro comprising said vector. 
Claim 3 specifies the positive or negative or both selectable markers lack a polyadenylation 
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signal. Claim 4 specifies the vector further comprises a second promoter operably linked to a 
second unpaired splice donor site. Claim 1 1 recites various positive selectable markers, such as 
neomycin gene and puromycin gene etc. 

The eukaryotic cell of the instant invention encompasses eukaryotic cells producing 
fusion transcript comprising a nucleotide sequence encoding a selectable marker or a splice 
donor under the control of a promoter or both said nucleotide sequence and said splice donor, 
each with one or more exons of an endogenous gene by non-homologous integration of a vector 
into the genome of a eukaryotic cell. The eukaryotic host cell of ‘958 encompasses those 
eukaryotic cells recited in the instant invention. Thus, claims 2-1 1, 22, 26 and 27 would be 
obvious to one of ordinary skill in the art at the time of the invention in view of claims 1, 3, 4, 

11, 13, 19 and 20 of '958. 

14. Claims 2-1 1 , 22, 26 and 27 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-4, 7, 8, 10-13, 16, 18, 19 and 21-28 of U.S. 
Patent No. 6,602,686 (‘686, IDS). Although the conflicting claims are not identical, they are not 
patentably distinct from each other because although drawn to different scope, they encompass 
the same invention and obvious variants thereof. 

Claims 2-11, 22, 26 and 27 of the instant invention are directed to a eukaryotic cell in 
vitro comprising a vector comprising (i) a first promoter operably linked to a nucleotide 
sequence encoding a selectable marker but lacks a functional polyadenylation signal, and (ii) a 
second promoter operably linked to an unpaired splice donor, wherein said vector non- 
homologously integrated into the genome of said eukaryotic cell to generate a fusion transcript 
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comprising the nucleotide sequence encoding the selectable marker and/or the splice donor and 
one or more exons of an endogenous gene under the control of the first or second promoter, and 
said endogenous sequence is translated, said vectors, and a library of said eukaryotic cells in 
vitro. Claims 4-1 1 specify the eukaryotic cells is an animal cell, a mammalian cell, an insect 
cell, an avian cell, an annelid cell, a fish cell, a human cell, a plant cell, a fungal cell, and a yeast 
cell etc. ' 

Claims 1-4, 7, 8, 10-13, 16, 18, 19 and 21-28 of ‘686 are directed to a vector comprising 
a first promoter operably linked to an exon defined at the 3 ’ end by an unpaired splice donor 
sequence, and a second promoter operably linked to an exon defined at the 3’ end by an unpaired 
splice donor sequence, wherein the exon sequence is derived from a naturally occurring 
eukaryotic gene or is synthetic, a eukaryotic cell in vitro produced by introducing the vector into 
said eukaryotic cell wherein said vector is non-homologously integrated into the genome of said 
eukaryotic cell in such a way that a fusion transcript comprising said first unpaired splice donor 
sequence and/or said second unpaired splice donor sequence of the vector and one or more exons 
of an endogenous gene is expressed under the control of said first or said second promoter and 
coding sequence in said endogenous gene is translated, and a library of eukaryotic cells in vitro 
comprising said vector. Claims 23-26 specify various eukaryotic cells. 

The eukaryotic cell of the instant invention encompasses eukaryotic cells producing 
fusion transcript comprising a nucleotide sequence encoding a selectable marker or a splice 
donor under the control of a promoter or both said nucleotide sequence and said splice donor, 
each with one or more exons of an endogenous gene by non-homologous integration of a vector 
into the genome of a eukaryotic cell. The exon of the vector in ‘686 could be a selectable marker 
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lacking a polyadenylation signal and would be obvious to one of ordinary skill in the art because 
the eukaryotic cell in claims 7 and 8 requires expression of a fusion transcript comprising said 
first unpaired splice donor sequence and/or said second unpaired splice donor sequence and one 
or more exons of an endogenous gene, and said transcript is translated to produce a protein. 
Although ‘686 does not specifically mention a selectable marker, however, claim 16 specifies the 
vector contains one or more amplifiable markers, which can be interpreted as a selectable 
marker. Further, it would be obvious for one of ordinary skill in the art to add a selectable 
marker in the claimed vector because it is general practice to use a selectable marker to identify a 
transfected cell from non-transfected cell. Thus, claims 2-11, 22, 26 and 27 would be obvious to 
one of ordinary skill in the art at the time of the invention in view of claims 1-4, 7, 8, 10-13, 16, 
18, 19 and 21-28 of ‘686. 

1 5 . Claims 2- 1 1 and 22 are provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 92-99 and 1 1 0-1 1 6 of copending 
Application No. 10/331,329 (‘329, IDS). Although the conflicting claims are not identical, they 
are not patentably distinct from each other because although drawn to different scope, they 
encompass the same invention and obvious variants thereof. 

Claims 2-11 and 22 of the instant invention are directed to a eukaryotic cell in vitro 
comprising a vector comprising (i) a first promoter operably linked to a nucleotide sequence 
encoding a selectable marker but lacks a functional polyadenylation signal, and (ii) a second 
promoter operably linked to an unpaired splice donor, wherein said vector non-homologously 
integrated into the genome of said eukaryotic cell to generate a fusion transcript comprising the 
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nucleotide sequence encoding the selectable marker and/or the splice donor and one or more 
exons of an endogenous gene under the control of the first or second promoter, and said 
endogenous sequence is translated, and a library of said eukaryotic cells in vitro. Claims 4-1 1 
specify the eukaryotic cells is an animal cell, a mammalian cell, an insect cell, an avian cell, an 
annelid cell, a fish cell, a human cell, a plant cell, a fungal cell, and a yeast cell etc. 

Claims 92-99 and 110-116 of ‘329 are directed to a eukaryotic cell in vitro comprising in 
its genome a vector comprising a transcriptional regulatory sequence operably linked to an 
unpaired splice donor sequence and one or more sequence encoding an amplifiable marker, 
wherein said vector does not comprise a homologous targeting sequence. The transcriptional 
regulatory sequence can be a promoter, such as a viral promoter, a CMV promoter, and the 
eukaryotic cell can be a mammalian cell. 

The eukaryotic cell of the instant invention encompasses eukaryotic cells producing 
fusion transcript comprising a nucleotide sequence encoding a selectable marker or a splice 
donor under the control of a promoter or both said nucleotide sequence and said splice donor, 
each with one or more exons of an endogenous gene by non-homologous integration of a vector 
into the genome of a eukaryotic cell. The eukaryotic cell in ‘329 encompasses those eukaryotic 
cells recited in the instant invention. Although ‘329 does not specifically mention a selectable 
marker, however, the vector of ‘329 contains one or more sequence encoding an amplifiable 
marker, which can be interpreted as a selectable marker. Further, it would be obvious for one of 
ordinary skill in the art to add a selectable marker in the claimed vector because it is general 
practice to use a selectable marker to identify a transfected cell from non-transfected cell. 
Preparation of the claimed eukaryotic cell of ‘329 would produce a library of said eukaryotic 
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cell. Thus, claims 2-1 1 and 22 would be obvious to one of ordinary skill in the art at the time of 
the invention in view of claims 92-99 and 110-116. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

16. Applicant is advised that should claim 2 be found allowable, claim 3 will be objected to 
under 37 CFR 1.75 as being a substantial duplicate thereof. When two claims in an application 
are duplicates or else are so close in content that they both cover the same thing, despite a slight 
difference in wording, it is proper after allowing one claim to object to the other as being a 
substantial duplicate of the allowed claim. See MPEP § 706.03(k). 



Claim Rejections - 35 USC § 102 

17. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

1 8. Claim 27 is rejected under 35 U.S.C. 1 02(e) as being anticipated by Burgess et al., 2000 
(US Patent No. 6,139,833). 

Claim 27 is directed to a vector comprising (i) a first promoter operably linked to a 
nucleotide sequence encoding a selectable marker but lacks a functional polyadenylation signal, 
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and (ii) a second promoter operably linked to an unpaired splice donor, wherein said selectable 
marker is puromycin or neomycin etc. 

Burgess teaches preparation of a vector, such as VICTR3, VICTR6 and VICTR7, which 
comprises a PGK promoter operably linked to a puromycin gene without polyadenylation signal 
and a splice donor (SD) sequence operably linked to a LTR containing U5, R and U3 (e.g. Figure 
2, column 20). Thus, claim 27 is anticipated by Burgess. 

Claim Rejections - 35 USC §103 

19. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

20. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

21 . Claim 26 is rejected under 35 U.S.C. 103(a) as being unpatentable over Burgess et al., 



2000 (US Patent No. 6,139,833). 
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Claim 26 is directed to a vector comprising (i) a first promoter. operably linked to a 
nucleotide sequence encoding a selectable marker but lacks a functional polyadenylation signal, 
and (ii) a second promoter operably linked to an unpaired splice donor, wherein said promoter is 
selected from the group consisting of a CMV promoter, a SV40 T antigen promoter, a 
tetracycline-inducible promoter, and a beta-actin promoter. 

Burgess teaches preparation of a vector, such as VICTR3, VICTR6 and VICTR7, which 
comprises a PGK promoter operably linked to a puromycin gene without polyadenylation signal 
and a splice donor (SD) sequence operably linked to a LTR containing U5, R and U3 (e.g. Figure 
2 ). 

Burgess does not specifically teach using CMV promoter or SV40 promoter etc. 

It would have been prima facie obvious for one of ordinary skill in the art at the time of 
the invention to use CMV promoter or SV40 promoter etc. for the vector as claimed because 
Burgess teaches using mouse phosphoglycerate kinase (PGK) promoter for the VICTR3 vector 
and suggests that any appropriate promoter that are known to be active in a given cell type may 
be used for the VICTR vectors. Since the recited promoters, such as CMV promoter and SV40 
promoter, are well known in the art, therefore, it would be obvious for one of ordinary skill to 
use the recited promoter for the claimed vector of the instant invention. 

One having ordinary skill in the art at the time the invention was made would have been 
motivated to do so in order to express the selectable marker, such as puromycin, as taught by 
Burgess with reasonable expectation of success. 
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Conclusion 



No claim is allowed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shin-Lin Chen whose telephone number is (571) 272-0726. The 
examiner can normally be reached on Monday to Friday from 9:30 am to 6 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s 
supervisor, Peter Paras can be reached on (571) 272-4517. The fax phone number for this group 
is (571) 273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO’s Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO’s Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO’s PAIR system 
provides Internet-based access to patent, application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786- 

9199. 



Shin-Lin Chen, Ph.D. 




SHIN-UNCHEN 
PRIMARY EXAMINER 




